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P.O. Box 187 
Swiftwater, PA J8370-OJ 87 

Dear Dr. Six: 
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food and Drug Administration 

1401 .Rockville Pike 

Hockville MD 20852-I 448 
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The Supplement to your Product License Application for Diphtheria and Tetanus Toxoids and 
AccJlul~ Pcrtussis Vaccine Adsorbed (DTaP) to include the use of Connaught Laboratories, 
Incorporated’s DTaP for the tcconstitution of Nacn~ophilus b Conjugate Vuccinc 
(‘l‘ctanus Toxoid Conjugate) manufactured by Pasteur Merieux Strums at Vaccins, S.A. (PMSV) 
for immunization of 1 S-1 8 montth-old children, has been approved. 

J-Jaemophilus b Conjugatc Vaccine (Tetanus Toxoid Conjugalc) combined with DTaP by 
reconstitution is to be adtninistcrcd immediately (wit.hin 30 minutes) after rcconstitulion. 
Vaccine not used within 30 minutes after reconstitution should be discarded, Any request to 
extend the time bctwecn rccdnstitution nnd administration would require the submission of 
cldditional pflysicul-chcmiL;al and clinical stibilily data in the Wtn of a Supplement t.o your PLA. 

This information will bc included in your h*oducl License Application file. 

Any change: in the supplier of the licensed I-laemophihis b Conjugatc Vaccine 
(‘retanus ‘l’oxoid Conjugate), or in the manufacturing, testing, packaging or labeling ofeilhcr 

~rodncl or in the manufacturing facihlics wiJJ require submission of 8 SuppJctnent to tither your 
product or eslablishment license application for our rcvicw and wriltcn approval prior lo 
implctx~etllatiot~. Any such changes which may affect safety, purity and polcncy of the product 
when combined with PMSV Haemophilus b Coujugntc Vadnc (‘l’etanus ‘i’oxoid Conjugale) 
through rcconstitut.ion should also bc reported simultaneously to Pasteur Merieux Serums ct 
Vaccins, S.A., the licensed manufacturer of 1Iaemo;~hiIus b Conjugate Vaccine 
(Tetanus Toxoid Conjugate). 

I’lausc submit three copies of linal printed labeling at the time of USC and include pttl 11 of the 
label lranstnittail form with complctcd impJcmcntuliotr information. In addition, please submit 
three copies of the introductory advertising and promotional labcling. You may wish to subtnit 
the proposed matcriaJs in d&J lbrm vvilh a form 2567 to the Cenlor for Riologics Evaluation and 
J&search, Advertising and Promotional J,abcliag Staff, J JFM-202, 1401 Kockvilic Pike, 
ltockville, MD 20852- 1448. Promotional claims should be consistent with, and not contrary to, 
approved labeling. No c;umparotivc claims or claims ul’superiori~.y over other similar products 
should be made unless data lo support such claitns are submitted to and approved by the Cenlc! 
lbr Uiologics Evaluation and Research. 
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It is requested that adverse experiences for Diphtheria and Tel3nus Toxoids and Accllulur 
Pertussis Vaccine, Adsorbed he submitled in 3ccordance with the adverse experience reporting 
requirements for licensed biological products pursuant to I’itle 21 of the Code of Federal 
Kcgul3tions P3rt 600,8Q and that distribution reports bc submitted as dcscrihed in 21 CL’R 
prrrl600.81, Since your product is churactcrized 3s 3 vwinc, these reports should bc submilkd 
to the Vaccine Adverse Event Reporting System (VAERS) using the pre-addressed form 
VAERS-1. 

Sincerely yours, 

lJ @LtL by, +- 
M. Carolyn lkdcgree, M.D. 
Director 
Office of Vaccines 

Research and Review 
Center for IGologics 

Evnlualion and Research 

cc: LIr. Jeun-Claude Vincent.-Folquet 


